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PAGB, the consumer healthcare association, welcomes the opportunity to provide this follow up evidence to the European Affairs Sub-Committee on the Protocol on Ireland/Northern Ireland, to update the written evidence we submitted to the Committee on 11 June 2021.

PAGB is the UK trade association representing the manufacturers of branded over-the-counter (OTC) medicines, self care medical devices and food supplements. These products can be bought from a pharmacy or other retail outlets without a prescription and help people to stay healthy and self care for self-treatable conditions which do not require consultation with a medical professional.

Summary of key points

0. Questions remain about the long-term supply of medicines to Northern Ireland under the Northern Ireland Protocol.
 
0. While the announcement of the continuation of the standstill period is welcome because it removes the upcoming cliff edge, a number of questions remain as to how it will work in practice and there is concern that it may cause more uncertainty as 1 January 2022 approaches.

0. The UK Government and EU Commission have each put forward different proposals to resolve the outstanding challenges. While both proposals would remove the remaining barriers to the supply of over-the-counter medicines to Northern Ireland, a negotiated solution, agreed by both parties, is vastly preferable to unilateral action from either side.

1. The current situation

1.1 The Northern Ireland Protocol (NIP) provides the framework that governs how the products can be supplied into Northern Ireland from Great Britain.

1.2 With regards the supply of over-the-counter medicines, the full impact remains to be felt in Northern Ireland. Under an agreement reached between the UK and the EU on 8 December 2020, a standstill or grace period was put in place until 31 December 2021. During this period:
· ‘Quality Control (QC’) testing in Great Britain continues to be valid in Northern Ireland
· ‘Qualified Person (QP)’ certification in Great Britain continues to be valid in Northern Ireland 
· A pragmatic approach to EU importation requirements, and requirements to apply unique identifiers (FMD) to packs of medicines, is being applied

1.3 In September 2021, the UK Government announced that this standstill period would be continued indefinitely (see point 4 below). While this is welcomed, uncertainty remains as to what rules will be in place governing the supply of medicines to Northern Ireland when these standstill flexibilities cease.

1.4 During discussions in 2021 and following PAGB member companies’ analysis of requirements needed to supply Northern Ireland, it has become clear that the proposed framework for supply set out in the Northern Ireland Protocol is not logistically viable and this will result in a large discontinuation of medicines in Northern Ireland. Data from PAGB companies in 2021, estimated that this could amount to a 75% - 98% discontinuation of over-the-counter medicines currently available in Northern Ireland (measured in stock keeping units/SKUs).

1.5     	From a UK perspective there has been ongoing dialogue between industry and the UK Government via the Department of Health and Social Care (DHSC) and the Medicines and Healthcare products Regulatory Agency (MHRA) to highlight concerns and barriers to supplying Northern Ireland.  From an EU perspective, European trade associations and global companies have met with the EU Commission to raise concerns with regard to the continued supply of medicines to Northern Ireland once the standstill period finishes.

2. Continuation of standstill/grace period

2.1 On 6 September 2021, The Rt Hon Lord Frost, Minister of State for the Cabinet Office, confirmed in a Written Ministerial Statement to Parliament that the UK Government has unilaterally extended the standstill or grace period. This extension covered all industries and related easements, including those for medicines.

2.2 This means that the 31 December 2021 cliff edge, which would have seen all medicines having to revert to full UK-EU trading requirements, as outlined in the Northern Ireland Protocol, has been postponed indefinitely with the assurance that industry would be given an “adequate notice period” before any change is introduced.

2.3 The EU has not agreed to the extension but has said it does not intend to take legal action at this point.  Reference to the grace period ending is made in the updated non-paper issued on 13 October 2021, and one point of clarification requested from the EU commission is for confirmation that the grace period can be extended should negotiations or legal text changes (following a negotiation) not be completed by the end of 2021.

2.4 Because this step has been taken unilaterally and without agreement from the EU, a number of outstanding questions remain to be answered on the approach to be taken and the practicalities of how this will work. As such, while the continuation avoids the cliff edge at the end of this year, there may be further regulatory issues at the UK and EU level after 1 January 2022.

2.5 However, in the short-term, it has meant that PAGB member companies have been able to put on hold or delay some of the discontinuations planned for 1 January 2022, while the EU Commission and UK Government continue to negotiate.


3. UK Government Command Paper

3.1 The UK Government published its Command Paper on 21 July 2021.

3.2 This document proposed removing medicines from the remit of the Northern Ireland Protocol, which would thereby allow the continued supply of medicines under the current regime, with the oversight of MHRA as the regulator.

3.3 At the time of writing, no further information or detailed legislative proposals have been put forward by the UK Government, however, in principle this proposal could remove the outstanding barriers and enable continued supply to Northern Ireland 

3.4 PAGB would welcome further discussion and detail relating to the proposed legislative changes enable industry to assess the viability that these changes would be sufficient to continue medicines supply to Northern Ireland in a logistically, compliant and economically sustainable manner.
 
4. EU Commission ‘non-paper’

4.1 The EU Commission first published the “Non-paper – Medicines and the implementation of the protocol on Ireland and Northern Ireland” on 26 July 2021, and subsequently issued an updated version on 13 October 2021.

4.2 The updated non-paper built on the original proposals and outlined a number of changes to EU legislation that would aim to remove the barriers to continuing to supply Northern Ireland. These included areas such as:
· Removal of importation requirements from GB to NI
· Utilisation of compliance functions in GB to support NI
· Allowing compliance functions in GB to be included in EU MRP (mutual recognition procedure) and DCP (decentralised procedure) licensing procedures

4.3 Following initial review of the 26 July non-paper, a number of clarifications were sought as to the detail and requirements behind the proposals. These questions were clarified verbally in a meeting between the EU Commission and EU trade associations on 13 September 2021. These clarifications provided reassurance that in principle, for OTC medicines, the EU Commission proposal would also remove the outstanding barriers and enable continued supply of medicines to Northern Ireland. 

4.4 The updated non-paper issued on 13 October provides further details on the EU proposals and associated requirements. In general, we are still of the view that the EU proposal would resolve the outstanding issues to enable continued supply to Northern Ireland, however there are several areas in the new text where further clarifications are needed to be fully confident of this.

5. The need for a negotiated agreement between the UK and EU

5.1 PAGB and its member companies want to see a mutually agreed long-term solution negotiated between the EU and UK.

5.2 While a unilateral solution from either side could resolve the current barriers in the short term, it carries a high level of risk of potential future divergent expectations or disagreements between the UK and EU regulators, which will not provide medicines manufacturers with the certainty or confidence to make long term business decisions.

5.3 PAGB is calling on the UK Government and EU Commission to continue their discussions with the utmost urgency to agree a joint and shared solution which allows patients and consumers in Northern Ireland continued to access to medicines and treatments which enable them to continue to manage their health and wellbeing.
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